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Introduction;

Richard Keigwin of RD has asked RAB3 to outline the data deficiencies associated with PP#0F6139.

~ Data Deficiencies Identified by the HIARC: |

The 28-Day Dermal Toxicity Study (MRID No. 45118324) was deemed to be unacceptable because no

systemic effects were seen at the highest tested dermal dose of 250 mg/kg/day which is well below the
limit dose of 1000 mg/kg/day. According to the OPPTS GL # 870.3200, the highest tested dose should
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result in definite systemic toxicity unless the limit dose (1000 mg/kg/day) is used or there is severe |
irritation to the skin. The skin effects in this study were very minimal.

Multigeneration Reproduction Studyv in rats (MRID No. 45118327) was deemed to be unacceptable. The
HIARC noted that a new study with higher dose levels is required to assess the potenual of pyraclostrobin
to cause reproducnve toxicity.

The Carcinogenicity Study in mice (MRID No. 45118330) was deemed to be unacceptable by the HIARC
because the dose levels were too low.

The HIARC noted that there is no inhalation toxicity study available for pyraclostrobin. The HIARC
recommended the submission of a 28-day Inhalation Toxicity study using the same form of pyraclostrobin
to which workers are exposed. The HIARC noted that the active ingredient should not be diluted in
acetone as was done in the acute inhalation study.

Data Deficiencies Identified by the CARC:

The CARC agreed with the assessment of the HIARC concerning the Carcinogenicity Study in mice
(MRID No. 45118330). The study is unacceptable due low dose levels. The study must be repeated with
higher dose levels.

The CARC also classified the Carcinogenicity Study in Rats (MRID No. 45118331) as unacceptable due
to low dose levels. This study must be repeated with higher dose levels.

The CARC concurred with the HED reviewers of the chronic toxicity study in rats (MRID 45118329) .that
the study is unacceptable because the highest tested dose did not produce any toxicological effects.

The CARC also concluded that the carcinogenic potential of pyraclostrobin could not be classified, based
upon the currently available data. This finding will make it not possible for HED to make a safety finding
for pyraclostrobin with respect to cancer risk.

oncerning approval of a turf or Golf Course use;

There will be recreational exposure from golf course use by adults and children (we now assume the 3-yr
olds and older golf). An assessment conducted without consideration for cancer would be incomplete - -
and may be misleading. The exposure from the golf course or turf use may result in anticipated residues
estimates being needed in order to make a safety finding for short- and intermediate-term aggregaxe
exposure when the pyraclostrobin food uses are registered.

Significant occupational exposure is expected for golf course maintenance workers (new data indicate that
the exposure is at least an order of magnitude higher than had been assumed in the standard assumptions).
This is a concern for the same reason given above.
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